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ANALYTICAL RESEARCH LABORATORIES 

840 RESEARCH PARKWAY, SUITE 546 
OKLAHOMA CITY, OK 73104 

PHONE (405)271-1144 

FAX (405) 271-1174 


Microbiology Report 

CLIENT: New England Compounding Center 

697 Waverly Street 
Framingham, MA 01702 


ARL #: 188140-01 

LOT #: 081 0201 2@51 

DESCRIPTION: Methylprednisolone AC (PF) 80 mg/ mL Injection 

DATE RECEIVED: 09/26/2012 
STORAGE: 20°C to 25°C (68°F to 77°F) 

CONTAINER: Four 2 mL clear vials 


ANALYSIS 

Limits 

Test Date 

Results Method Tested 

Fungal 

Sterile / Not Sterile 

No Growth at 5 Days MBI-114 09/26/2012 


5^ — 




10/01/2012 

Ben Wronowski - Microbiologist Date Reported 

Sterility - This preliminary report was issued after approximately 72 hours of incubation, lit accordance with the LISP guidelines, the sample will be 
incubated for 14 days; if there is any change in the sample a supplemental report will be issued. 

Fungal- This preliminary report was issued after approximately 4 days of incubation. In accordance with the USP guidelines, the sample will be incubated 
for 14 days; if there is any change in the sample a supplemental report will be issued. 

Endotoxin - To calculate the endotoxin limit use the following formulae: EL = K/M where K = tolerance limit (EU/kg) and M = Maximum dose/kg/hour or 
Maximum dose/kg 

Parenteral: K is 5 EV/kgfor any route of administration /Intrathecal: K is 0.2 EU/kg body weight) 

Radiopharmaceutical parenteral: K is 1 75/V or Intrathecal radiopharmaceuticals: K is 14/V, where V is the maximum recommended dose in mL. 

Dermal Application: K/M, where K = 5 EU/kg and M is the (maximum dose/m2/hour x 1.80 m2)/70 Kg. 

Results reported above relate only to the sample that was tested 
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sgage 

From: " s p a pe" < s pape@ a r l ok . com> 

To: <arobinson@neccrx.com> 

Sent: Monday, October 01, 2012 3:47 PM 

Attach: 20121001150433.pdf 

Subject: Results ARL#188140 Lot: 08102012@51 Drug: Methylprednisolone AC (PF) 80 mg/mL Injection 

Please read concerning important changes to your 14 day sterility report: Effective immediately ARL will no longer report 
Endotoxin results on the 14 day sterility report. The 1 4 day sterility report is only intended to signify the conclusion of the 1 4 
day USP <71> sterility test and is independent of the test for Endotoxin. Endotoxin results will be reported in approximately 3 
business days with Analytical Chemistry results and/or preliminary Microbiology results. 

Please read concerning important changes to your sterility report: Per USP <7I> Sterility Tests under the section titled 
observation and interpretation of results it states "At intervals during the incubation period and at its conclusion, examine the 
media for macroscopic evidence of microbial growth." Our intervals are 3 (excluding weekends) and 7 days with 14 days being 
the conclusion. Because the test is not concluded until 14 days we determined it was more appropriate to report any preliminary 
examinations (3 or 7 days) as no growth instead of sterile. In the event the material being tested renders the medium turbid at day 
14, then a portion of the medium will be transferred to fresh vessels of the same medium, and incubated for an additional 4 days. 

In this case the test will not be concluded until 1 8 days and the 1 4 day report will read no growth at 1 4 days and the final 1 8 day 
report will signify the conclusion of the test. 

For questions or concerns please contact client services at 800.393.1595 

Attached are copies of your results. You may also access these results online. If you do not have an online account, visit 
www.arlok.com to register or contact Debbie Hunt dhunt@arlok.com for more information. 

ARL recommends "packing" cold if potential degradation due to heat during shipping is possible. Please note that ice packs will 
collect moisture on the surface due to condensation. This moisture can cause problems with packaging, requisitions forms and 
sample labels. It is recommended that the ice pack(s) be placed inside a bag that is sealable such as a zip lock bag. Please pack 
samples appropriately to prevent breakage. 

Thank you for your business. 

ARL Survey: 

We value your input. Click http://survey.constantcontact.com/survey/a07e3dy7apsgk0hb2s9/start to tell us how we are doing. 

This message and any attachments are confidential and are intended for the personal attention of the addressee(s). If as a reader 
of this message you are not the intended recipient, you are hereby notified that any dissemination, distribution or copying of this 
communication is strictly prohibited. If you have received this message in error, please notify the sender and delete/destroy the 
original message and any copies. 
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